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DETAILED ACTION 
Election/Restrictions 

Applicant's election without traverse of group I comprising claims 1 - 23 in the 
reply filed on 2/27/2007 is acknowledged. Claims 24 - 32 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. 

4 

Claim Rejections '35 use §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 3 and 7 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

■ 

Regarding claims 3 and 7, it is unclear as to how the method is performed 
incorporating the use of a centripetal force. The specification does not adequately 
disclose how to practice this method step. For example, is the purification column placed 
in a centrifuge for processing? 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



« 
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Claim 12 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 12 recites the limitation "purification chamber " in line 1. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public - 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 4 - 6, 8 - 18 and 23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Crowder, III et al. (U.S. Pat. No. 4,512,897) ("Crowder"). 

Regarding claims 1, 2, 4 - 6, 8, 9, 12 - 15, 18 and 23, Crowder anticipates a 
method for purifying a fluid sample utilizing a fluidic device or purification column 
(column 10) having an entry port (inlet orifice 21) having a purification material (solid 
stationary phase elements 12) and in fluidic communication with an output reservoir 
(waste reservoir container 209) (see, e.g., col. 7, hne 23 - col. 8, line 66; figures 1 and 3). 
Crowder teaches the use of a diluent or solvent and a pump (e.g., 210) that provides a 
hydraulic or pneumatic force for facilitating the movement of sample fluid and diluent 
through the disclosed system (see, e.g., col. 8, lines 11-41). 
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Regarding claims 10 and 11, Crowder teaches the use of biological samples, e.g., 
human plasma (see, e.g., col. 29, lines U - 39). 

Regarding claims 1 6 and 1 7, Crowder teaches the use of molecular sieve or size 
exclusion particles, and including ion exchange particles as a purification material (see 
col 8, lines 55 - 66). • 

■ 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 19 - 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Crowder. 

Regarding claims 19 and 20, Crowder teaches the use of biological samples, e.g., 
human plasma (see, e.g., col. 29, lines 1 1 - 39). The use of the polymerase chain reaction 
and sequencing reactions in biochemical analysis are very well known in the art (see 
MPEP § 2144.03). The Courts have held that the prior art can be modified or combined to 
reject claims as prima facie obvious as long as there is a reasonable expectation of 
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success. See In re Merck c6 Co., Inc., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986) 
(see MPEP § 2143.02). Therefore, it would have been obvious to a person of ordinary 
skill in the art to incorporate the use of the polymerase chain reaction and subsequent 
sequencing reactions in subsequent sample analysis. 

Regarding claim 21, Crowder teaches the use of biological samples, e.g., human 
plasma (see, e.g., col. 29, lines 11 - 39). Furthermore, the use of capillary electrophoresis 
in analyzing biological samples is well known in the art (see MPEP § 2144.03). The 
Courts have held that the prior art can be modified or combined to reject claims as prima 
facie obvious as long as there is a reasonable expectation of success. See In re Merck & 
Co., Inc., 800 F,2d 1091, 231 USPQ 375 (Fed. Cir. 1986) (see MPEP § 2143.02). 
Therefore, it would have been obvious to a person of ordinary skill in the art to 
incorporate the use of capillary electrophoresis in subsequent sample analysis. 

Regarding claim 22, the use of chloride ions in biological buffer systems for use 
in liquid chromatography systems are well known in the art. Therefore, it would have 
been obvious to a person of ordinary skill in the art to incorporate the use of chloride ions 
as claimed with the disclosed methodology to facilitate buffer exchange. 

Conclusion 

■ 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Brian J. Sines whose telephone number is (571) 272- 
1263. The examiner can normally be reached on Monday - Friday (11 AM - 8 PM EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 

> 

Patent Application Information Retrieval (PAIR) system. Status infomiation for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished appUcations is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-2 1 7-9 1 97 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




